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Sir: 

The mstant paper responds to the Office Action mailed December 7, 2001 . 

IN THE CLAIMS / 
Cancel claims 19-25 and 27-29, without prejudice or disclaimer, and add the following 

claims. 



r . 

30. A method for determining the^' reaction of blood|to test materials and objects for human - 

applications, the method comprising the steps of 

- contacting the material or obj ect with a sample of whole blood from human or animal 
donors for a period in a manner required to produce an immunofunctional, toxic, 
and/or modulatory reaction, wherein the sample of whole blood is a thawed 
cryopreserved unit of whole blood that contains an anticoagulant, said cryopreserved 
unit being one of a large number of identical cryopreserved units of one lot of whole 
blood containing said anticoagulant, and 
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- detecting and/or measuring the iramunofunctional, toxic, and/or modulatory reaction 
of the sample of whole blood to said material or object by biological, physical, 
chemical, and/or physicochemical methods to determine the reaction of blood. r k ~ 
31. The method according to claim 30 for detecting and/or measuring the immunofiinctional ^£ r\ y s 

reaction. ^ 
/ S2) A bloojdjample comprising a cryopresexved unit of whole blood, wherein said cryopreserved ^ 
unit is selected from the group consisting of a plurality of identical cryopreserved units from 
one lot of a whole blood sample, and wherein said cryopreserved unit is in the form of a 
standardized blood unit dose. 

33. The blood sample according to claim 32, further comprising clotting inhibitors and/or 
diluents. 

34. The blood sample according to claim 32, further comprising clotting inhibitors. 
35* The blood sample according to claim. 32, further comprising diluents. 
36. In a method of testing a material or object for human applications by detecting and/or 

measuring an immunofiinctional, toxic, or modulatory blood reaction against the m aterial or 
object comprising (i) contacting said material or object with a blood sample from a human 
or animal and (ii) detecting and/or measuring the immunofunctional, toxic, or modulatory 
blood reaction by a biological, physical, chemical, or physicochemical method, the 
improvement wherein the blood sample is a thawed cryopreserved Wit in accordance with 
claim 32. 
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37. In a method of testing a material or object for human applications by detecting and/or 
measuring an iixununofunctional, toxic, or modulatory blood reaction against the material or 
object comprising (i) contacting said material or object with a blood sample from, a human 
or animal and (ii) detecting and/or measuring the immunofunctional, toxic, or modulatory 
blood reaction by a biological, physical, chemical, or physicochemical method, the 
improvement wherein the blood sample is a thawed cryopreserved unit in accordance with 
claim 33. 

38- In a method of testing a material or object for human applications by detecting and/or 
measuring an immunofiinctional, toxic, or modulatory blood reaction against the material or 
object comprising (x) contacting said material or object with a blood sample from a human 
or animal and (ii) detecting and/or measuring the immunofunctional, toxic, or modulatory 
blood reaction by a biological, physical, chemical, or physicochemical method, the 
improvement wherein the blood sample is a thawed cryopreserved unit in. accordance with 
claim 34 

39. In a method of testing a material or object for human applications by detecting and/or 
measuring an immunofiractional, toxic, or modulatory blood reaction against the material or 
object comprising (i) contacting said materia] or object with a blood sample from a human 
or an i mal and (ii) detecting and/or measuring the immunofunctional, toxic, or modulatory 
blood reaction by a biological, physical, chemical, or physicochemical method, the 
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